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tmwr artr trwit «BWFf rfawn: 

af fTOfr, 2 6 * 1 *, 1987 

at. tt. 602 (a) :—atoPi aflz aaraa araift 

irfWnm, 194 5 TT sfTr itlftSTT ^TT^r % Pro MffipnT faaaf MTT 

Pi M foP a a maa, fWr tafia wrr, afprfaantrrc 
-ifttf a maif ana % sftaftr 3ftz sraraa ararft afWm, 
1940 (1940 an 23 ) *tft am 12 att 33 im am wPrarf 
sa Tata trot gw, war ==n^ft $, aza artraff q?t atoraan: 
■t^it asft *aftaat at Tia’tTTt t? Par a^i'Cvi ^ Ft ^ < aiar frta 
aa% aarpra rPt Tfr trvrmmr it artt mi? 5m aj <jw ft 
Trot it f«r 3 W saw faaar at aa arfrar ir fra" ^t arma 
iff uPrrt ftrao aj srftPjT ; n srorrftra tV arfr tw vt 
amw am fr T;ft f, tfta frn ft tarts iptrPa at Ptttt 
Pfan tt^mi 1 

ftaft Pa arofr ar gwraf mt, ^jft a'afaa ffFifmt rrftr 
sFt tnnPa ir a^r aaa aim faaat str w?r fanft saFfur & 
HTO JtP %*fta 'FPT'FTT Prart ’Ft’ft I 

3 TVT pTTO 

1 . m fwi tt aftrtr ara sitafe ak mraa tmnft 
(tnritoa) faaa, 1907 $1 


2. aftaPr att srmar aprtftfaaa, 194s (fit 3 W^ mt? 
MUTT^ ?JW Ptot <6JT TMT I) tf ft PTW 3 03?, OB’! Vtt 
7 5 T Tf nta foTTl TlTTif, I 

3. pTTT % TTM 1 % MITt^ fw(hP*S TMT WPI 1 Ml 

iTO-tTifw ftnr, Tnprr, *rrto :— 

"rm v —at «VrfV 3a wrarcr qr PrPmfor 

122 % af irtMfti rTqTcf in?t s 5 t wowi % fwa ?— 

(1) Putt 21 ^ erif (u) tf aft'MTpfT r^TmT aTferrd' iff 
w^err % nftr srh: % wyttt* ftrent nftf t| at<ifa 
narfira n^t s?t TTT^ft; 

( 2 ) sfKf^ tt naTOsf fraa ( 1 ) % mtft-T *tjwt 
% trra'TiT aaa %qftfliTC-i ^ f^t 

m?^ii fwa it faFaFt^ aniTKia i sr^art 

iff nf aisffrr Tprrr ^ aftnaarw aftalw aftt aa 
^ aftfirEi n a Par art stt a i?tfr anffPro attsrr 
<tfr faW aryr irtai ; 

m3 arerfro adar % aPcara TO|a smt sft arwrar 
ai(t jtat aPr atrftr ^at aua at ^ fr trairm TjflTOrtt 
anrf)[a a fqar 5 ra # arsrPro aaha a i?at aam ^a sa 
faPriraa tt aw | 1 
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2 THE GAZETTE OF INDIA ■ 


WT fftafe % Wa aXOnfe ft wfea T$ft If*— 

i2 2sr wjftfet *r fex a(i) ft trfea afenmr offe nfen 
•totfafe ft fexa at arhrftr an fafanfa arxft % wffeoa % 
fe* maoa :—(i) wfffe a fex a(1) ft afea afe-run <rxft 
fear feafe ft ffea fefe at feafa an fftfaafe w 
fear ar*aT hr- ?w fe arm wffeaa fam 21 ft nfxarfaa 
a^xrm nrftnifrfe jm a$r tt fear ^paT ft 1 

(il) aw (I) ft wfea af feafft an fafeafer nan nrw 
if ofen nryma arfsanfeft aafeoa % fe* artna orxft ana, 
wf^fe-a % nfeftpn I ft fe* a* wlrt nrgn <rrftar fenA 
a**fe-a if fftfafaw arfatta ftaanrx ftw ft aft at ^rrwPw 
atfe* ft afeana afarfen $W fex nan arfrjfe % qfxftm- 
II if f>nr ttt^ *fe; Jr rfTfr anrfenr atfar Ar Art: T'T r iv Ft 

(iii) raw (I) ft afen nfe feafft ft fafftnfar ai fea 
fftafe ft w^fe** ftfer* x^a anam arfeaixt % am aiftaa 
irxft am aiftoar wrft artaa % am at* mw axja ofear fe 
fen fenfa ft fefferfe % ftp* wton fen aaT ft, a^ Pm 
21 it nfen ar^arm srrfenrft am *fe: wjfttFan aft ^tt fan ft; 

on fftaftf ftwa naafe % wfe* x^ft 5*— 

122a. nf*fe a <rffe n(i) ft nrfen ajffaxn afea at 
nnfa ft fifeh % wanton ft ftp* arftan :—(i) WJffe-a 
wH a (1) ft wrfta aftfexar afea fefe at fenfa an fafanfa 
a* no? a(ff fern nT*ai an aar fe man wanfea ftm 21 ft 
wfear wyrraa rrrfaantt am ntfe ftt aftf arx fern maT $ ; 

(ii) arw (I) ftartfw nftt sftnfftarr fftftrflrtnr «rw (I) 
ft tffev ar^arm nrfftwfr % ar^ftfer % ftp* arr^m afet *r«nr, 
api^ftt-n ar Tftftnw-I ft ftp* ip* wftrt mpr arftar ftnrft 

( IT ) ^ aftclw II ft ftp* rp* am % sraarr^ ftn ft 
it nf rrnrfftrar tOwi % fern arffefer ffft 1 

(iii) raw (I) % ntft-T aar sftaft ^ ftrftrafa nr ftta 
ftmfe % ar^ftfer ft? ftp* -m* ap|?rm srrftranft % <mr arr^m 
arfe am anftaar aprft apftaa % nrn a* p-tt sr^ja nferr fe 
fear sfftrfti % ftrftprftr % ftp* arr^a^r ftt^TT w ft, as ftprn 21 
ft aftrcr wairrra srrftranfr am apjftrffta <pr ar aa?r ft 1 

122 a. atafft ftm »fe ftraw % wnrr nr fftferfar 
aft apprr ftr ftn* arrftan:—ftm 21 ft aftra apr?rm srrfsari'ft 
an* wfenr sfrrftr ftr w ft apjifrfei aftafWf ftr ftm 
tfe ftma % arrm ar fftfftafa aft araarr % fp* apftaa ftr m 
apj^at-ra % afeiw-VI ft <ft at ftft: arfarf ftift 1 

122T. aftftr aftnftr aft afcffTar ;—tp wn % aftaa ftr 
fe* nt ftinftr ftr feprfefea arfefta ft 3 fr* ^nft fmTKfea 

arffeferrftftft: 

(ar) at Trannfftar amr (*rr. fe. t.); 

(ar) >tfe fefeft fe fenr 21 ft afea ar*,jrm mfeanfe 
irt fefe fftftm atftnr, fer aft ftn anft ftr fe* 
ar^ftrfer fe nt ft am* m -fe fefe fe-a ftfe, 
aa «tt aftafe arfe % fe* apr;fefar aft at ft TR5 
spa aft fefe fft*r ftft*, <fz tjt feftn arrft ft fe* 
srfea ft rrrft arr rr^rTT ft ; 

(n) aft ar arftrar fefeftfe aft aftt ffepa fe nwift appr- 
w anjfeffer ft, fe* fe mj a^fe m fftfftfw 
ftftrr ar ftftfe ft fe* ffenr ftfe *^wur nr K^ftma ft 
ftfeffet fe* m* an rrana ft -, 


EXTRAORDINARY (Pa&T,- Jl—Spc. 3{i)> 


(a) t?fe feafftat fe faawa ft fe* *ta; rpjaftfta 
^ f fea tnr ft attanfear ar fftftfea ftm ftta r 
faafe ft aa ft g?ra anfefer ft 1 

4. saw fftafti aft a^rjife ft aima fftmfefea ar**fe 
aarrparfaa aft ar*fe, waft*:— 

w*gfea 

(ftm i22ar. i22w. 122a fea i22aftfta*) 

at fenfft ft fe* wrfafear aftara—■arara fea fftfftaia ft ftfti 
ft wftanft fea afeafta 

1. PTsrftaar afesn 

1. afftsTT fe a*fe :—nfe feafa fe feana ft fe* pa- 
ftrffe avaft ft a^ft fe ft fe arrft a, aft wrarfear afewr *rR feft 
ft fenftr fe afeffefft aa fafta aafe t 1 aft fenftr *aa: 
w*fttffe/ftaffer t fe am: aftfw 1 fe aa 7 ft wfea aa*- 
ftffer a ra w t III fe afem fe wmamr ^ 1 afx feafe 
wjfttffe/faaffer atr ft aft aramr: afeirr pft fef ft afftar 
fe urn ft *t arawr afe uaw Tfe fe a*/rr tr arat 11 

m fer ft ftfe fe* a* aft araraffe fefew (* fft ft) 
ft fe* araa ft mprr:—afe^p *rra«r araft fe arr: aa as 
afe fe ri 1 rfi 'jpr ar j ai aftfftp^r fe aa 3 ft arfea 
aarftfea araaar I arar wa feft ft aaa*a nfe ^r aift \ 1 
fex fe m fef ft amar I arar ft wara ft fe ^fe atfeT 
spprra fe wr arfe ^ aft feaft feat fe xatpra aaaarfe 
ft fe* ffen aa ft gaaa ^ 1 ataa ft fea ft* tt* a* xraa- 
ffe feftpa (* ft ft) ft fe* axfsTT aiarar I ft fe tar ara 
aftlfes fe aa 5 ft wfea wftffta | srra»ar III ax' tar fe 
ana nftffea fe aa 7 ft wfen wtfea |, arpr ft fe axar 
fefea f) 1 aa nfesnfe fe arm axft fe afar, *tafe 
araxaraf ft ara feft arft axr ax ft ax axft fe* amrxaa: 
at wfi ft fe aiaf 11 

2. fefer ft fe* wfirr: —■afe feaft fe aiwfea afear 
arm axft fe anar fftaftf ft afea ftftfe ara afe ft Ft* 
aftspn a*?rfer (fe *a) aar 12 ft arftaaaxft arw fe ar 
nftfe 1 fe* arft arfe arwfea; afear fe aftr armarfe ft 
fe* a*fefl arxr arftaa ft ain afxfe^ I (aa 1-4) ft fe* 
a* x'nftErrn ft wjarx aar'fear arF** 1 vfe aftffta araifta 
axfer ft fe* fefefea afea fe* arft arft ft* fftrpf spa nfe 
afeafe aar ftwrfe ft ara fe affttaa ft fe* axp fe* arrft 
■arfft* 1 aft a* afeafe ft ara a*fea a#ar* fex aaaa feaT 
arfe* fex Aar TOaffer afesrr fefefea ft fe* gfera fe tfe 
afeaaTTaar fferr* fefe arffer 1 

at feafa an arafer aferrr ft fe* a-WT aw n ft 
atfea afsrffe ft ara nrfe fe airfe 

a? alsftra § fe arafea xfearaf ft fe* fefefefef arr 
fafeffea fex aafeaa ftrar fe fefe faa-TP nnfe arxr fear 
anar aife* 1 feft it ara aar fexTrar ft ^ftr aPafear afe I 
aa: ferr ftrar fe arfe Prara rPrfe Tra ffrftr fefe ran >pr 
fear aar aafera fefe jafr ftrar ft feafe arfr fePf fferap 
afftfe afe ft, arfefea ft afn ft aft r ft ara fear 1 nfe afr«n 
ftfef/ftpamf ft ft fefe ft fe fefft faaaxr afftfft *ife ft fe 
afeap iRT fefefen ar a*a fear irfr fex feaPa faferar 
(arxa) am ar ftar arfe ft fe* aaft am arfesra wferrfe 
am mwr wjftfea afewr wrma arxft ft fe* aafer fear 1 
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;FTFII -WK 3 (j)] 


tFi f? ’si't^TrsT^rr % fri Ft t rr f>/rff jta stiff 4 mq 
UTF * 4m TFT $, ITT Tr-r -JTf!J 4 RTTRTfkR TTtflT % 

frtr qsjsrr Fromi- qw nr stittr II[ nr wrff jtt rtF 4 
TiFTrfr %i fif FfrfvFR nr *rr i 4 ftt r v'rfifr t * ijrTT> 
%■ i f>j fPf FfTfa fir^i qff frFrfvff ir ij*tf: £j?fftf $ 
tF fit tm ft^ Tir if f*ft ‘rj> * =sr tjbtjt nt m i 

^ff'r trfFfefi 4 far fawT T<fT#r jtTfJ rr-tfir jrrr awn 4 
Trrtr mF 4r 4 '*ttfft | irjft uff FfrfifpsT # ft 7 % f^Tf 
wr % trf trtfpff # ftfwt in tcwt 4 %\ fki srr4 
% wrrr, ?r #T tit F4fr 1 fn?} fiF nfiTtr Fifaim m arji 
swTr 4 F-tt mpiff TTffVfl’ ft.fT f jfr rf-TTi' FfiTrsfr ft Ffrsrr 
q^rft ft spprrF 4f rr'Wr 1 

1 . 3 . FfTflTT/ST^TP T7T FFTTrfW : TTffltm 4 STtW 4f 
tsruft $ f4 4 fiT-r 21 % ftm inter 4 f^ftt M^irm 
srTfirnrfi' Tit srfu qrafFn Fifin' ^4 fpj, 'jrr 4r if, hFt 
fftr Tt'Vwr 4 4tej if qrfinr FTffFfF fofnr tttjf nf i ift 
iftf < rtr«rr twit ht fr it* | rff w4 fact htt«t faq ftF 
1 qfr^rr % ifm f4tfr nfmrw iWRrfinT qr fWt 
stFf^f afm irW^in (1 * wt) nr Fir fft ft srpTfin 
1 rrr str* rf^TFr aftifF fate^R- («rrTF) nfT sw TWinf 
4t iJT?rT ff 'itT'fr Tlfipi l 

»rjfr TffflTTrf if rr;fa; m/ffft ir ip <ir-rr fr-rfij?r 

*rorPr fif^a Trrfl if ('rPc^ 5 ^r wffiTfr $. 

wt ^ifr/m iqrp wit WTPt ffrer wttit STtfrerfru 5 >ff 
^>1 ) 

2. TPTRfTO : *1 ’ff'fff (TpcftpST 1 

JtParr) % nmTrr trf0T?r< ttrt fawr u^ttt % Prr; % 

ww tT'ffW'r t 1 ’’i* TriqTiT ^tt wwFqp Tfr-.Tr % Fr^ ?> 
?fY wt: 'Tfffirsr 1 fit vt 2 .1 tftT 2. 2 % tFTrfar wf Tirfr 
^nrr 'frrf'it ff’ff 1 

3. q*j fwr^aT : 

3.1 <#Hr PrTFjfTT ■ ?ffff PrTHfTT vstt-t (TfXF^J 1 rrar 
4.2 itftni)' w ft w ft tWtji htt- tftT qr 
uit% | 1 Trnf Trtfl htt ^ToftT ffnrr titji ^ ift --mrif * 
Fair wtKffiT-T ft I T't% wFtPWT rffTpr TT FrTF^ Ft^'TT 
jjfirfwT WTT^ V f«PI W ir 5JT ^ TTfT qrf "RT 'ftll <W 

urn MTFtr[ 1 rrnf «i<ifer iff tt^Ft ! tt Ft4t Ttpi 1 tfT'Tfa 

arffTTIT TOTT'»P 'Tt^FI 72 =TP Tfft jffpT-R TTtfPT % 

7 f?H <nr i wFtt (jffrsFrft) 4tr Frut tutt- 

■<nf?rT i wT<pm ?t, qi~re*ff*r tA< gwwfr 'af’ff 

% *rrir V w Ptt t>t shtr «f Fft^ tiri ’^tRp? 

50 itt fWTs ^■ftrTTqrr 9 5 irffpiRT fmfpffJT rflPT 
i) -vtrHf qrfii<7 ; irft ft fr so ^r tw^ Fctt rt. tto3 T 
m wt ftq tifT '^rfirr i 

3.2 4t4'PT#ff fTTFJrTT . ft^sRT'fTiT f<FTT^OT ('TStTsTR 

I in 4.3 ^<T ft TR ifirffR FfrwtTl if iff 'UFff 

fir^if v? fqftflq qf’T'P ^Hf tttBk i <^t tot- 

tt 4 to tt ffrtr t{fnf trr^-n fmR ^ q^rr pFi | m 

tfmfiH! iffwr %Fn,wfT jtrt iirr if ^ rf :«f r iff 'Trim tt 
$ rfr (qftftr« III ftfim) qf< Fff Fffw.M ot« ^rc? iff flVrfir tn 
t rr rq ifiM t'ft $ ftm, vm ? m 7-f nrfermw ff nFfr irtiR t 


fr4 'trrfsr fTTfijia ^rsTFff if tferfa qr^f . % qmfiw t 
mk c Fft wrjrfiTT ff? irq jjr ftt Fr 1 if qrff 
FTf^I I TR FSirkr 4? fm TrffiTT VJfrf Tf TTlqr 
pTTF.TF F5TT f«F TT 4fpr (trffTTr) 7f TU fflT 17%, 
TMkT- IV if IWR PF 11 

^ir % Fiji iff ft’? J Tf ttf fkr Fir j), 

Ffwjf.FT ftlfT T1FTT FtF? 0 wfT IR vFq FTJlff "Ft tfufd i«T 
^FffR-^n 4f iRt qrfrTF ; f4TT*f i7ifF*r Thj i4'fri Fttt- 
tjFT "3? t FF mkT ; q^TT TR k irtffF frrrjir jrtPr iff 
ftri ftFft fipg liT RWR iff rffr^Tr -rrr r sqi FWf jrr 
fttt % fin vmrfinr fi-fpwffF ttf ir iff wk ^ffir 2. ? 
k fkf qrfTjfr 1 FRFff fH 55 FiTF FlRT F>rt fVj 
tfiT fkrgiT it tf ttFr Fifr irkr tfrr tt ifrf mf % ir«r 
'H^luiiffF WJ if T?5r TiltfFT I 

li^ Fr-fri fTTT’J’TT TTBRlf if FT^dT FfT FfFRfjF fk( 
51TT u ; i FpwFdif F FTTC VfTCT T pff, FpfT kir F#df, 
TfTTWTqk-F TpR tint FfRFFT ?Ff I 

3 . 3 . TIFT FtWT : 11 TT-RFF (iPeftpsd 1 FT 4.4) TTFTT 
ft imw fjfTf '41 if rffiRr qrr fru nfT kfi 
^Ff FFf FT Ft Ffn'FrTrr ft fpj 71 FT Ft FfFTl Ft 
k 4‘F 4 FF I FrSTTFT: FT kfirfl FT JFflF PfTlT RfF Ftfi^ 
ftlif IT FF, fP? TfFT ^1, FJF T F ^tlf Frill I 

(r) F4FT ^FT F3TTT : FkrF FT rffl FIFT Fflf iff 
«ff FTFf FrfijF 'FfT FT T*FF if FT* PtF & T?'F FTTF flRT 
FTFT FTPlF I FTTT 4 tflF ^ FTFTI FfFpT FFtT FT* TFFr 

■FTf-F FFT F4l#t FRrFf * flfRcFr 4^4 14-177T FfF FF 

FWlf FlFjpf I V^FFF 4fr) if 1 ; J<ff % FfTFF R7F7F xjt *^5 
FT 5PTTF f|t ll-rr FfPirr I F7FTTT IF Ff4 F^f flFf FTf^tJ 
5ff FTFF FT f-TpRiFfl FFfF * fk I>TT % I flflF F^ iffT 
FFFTpTF F<IT FFtF FTTFT % If f FrP^ 'FtT FFFT FfT ^tFT 
Ffflfir fqr FI ir FF 20 F4nf>T f'TRT t fFTFF F^? 

Ft FfT PF if FT 8 F4lrfTF ‘il'I FF-TR fTFJF F^ iff f«R 
5!Tt 1 if FT 4l ':RTFF FtTl F Iff 4 FTF FtTR F^t * 1* 
F*Ft WFf l ?Rif TT7. 'T4 t 17 FT, Ff'f *f 5>, F^fPfF | I 

(w) FFFFilFFT F'FTF : TTFtfTftfT IF 4^4 IFFTlftf FIT 
TfWfF FiF F>>1 TFT. nr TTfT pk JT Ft FTFf FrPf'T I FfFt 4 
4 iTn nf t^ftf frjr flTr^-TT nrfTF nkf firt 4fr Tfit 
rf^' FTFlf 4 Ft if fit R FT FfT 4 f?7 FfFpTT Ffl Itlt Ftf^ I 
WFFTTF >PT FT4 F$f ?tFf FfKf iff Ft.FFf 4 flF FTFFw 

mk 4 Fft ?rrFf X < 4Ftr r'Rf Tt f;4r in 4 Pit fF*n 
iffT FTFTtTF FT* 4, fRlif * FFT 4, 71T 4 : RF 20 FF 
FlfTF FTFT 44? FJFtlff *f FFT 4, «RF 4 HF 12 WftPCF 

FTFT ^l4r. Flf?! I 4tTF 4 FTTf TF TFTf * FRt j^F: 4fFF, 
FfT 4Tf ^f, FfT Ffff * 4FFT ^f 4 Pqi- fFF FFF 4fT JTFFP? 
nfF l4? ?fi FfTFpR | I 

(f) FFFnmfF VBFFF : FFTFTFT 4 WfFF Fr> 4TF FtF 
4 iffTTF qfr ^f4 ftfTi kk tf^ttfff 4 ftct'f ff 4kfa 

* T.IFf FT% I Tf 4 fF Ffl FtT F' 4 p ^TFTfTT F^I 4 FF 
4 SRF 12 FFT* FTF! ?rft Frrn 4fT >Tf *4 4f RF n4itfF 

Hij»t TFmkTF'F 4 WTR W FiTT Tl4l Ttfl'I I l^rff 

* HTTT 51 TFT 'FTFK FFt FFF 4 F J f4l T^FFFfF F'T'rttWFT 
4 fT 515 'r fotp ifr, -sfr fF?R Ffftf wr4 Ftfft t 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II— Sec: 3(1)] 


3:4. mrffa : A TTKWT ('TfrftT^ 1 , ^TT 4.5 

ftfan) m nftfan Atnfrr nrr JEftT nrmff A nmrffa 

w % f^firr nrft itt nttnn ftt i ?mi tnrfni A 3A fnAt- 
prg *rr mv A wrffa nnrn smsTifa nnA % fnn mrffa 
CTfT TT AWlA t nrfr nrfftn I Bffe Afafa *T fan Atnfa <ft 
^Ar % mm A Fmrr nxm ft on trgFmr mmnr fmr'jTT mmm 
trftftrrnftnr i 

■ 3.5. u n r Ft qAn gtAfanr Ah Arrmnn-AAmr : A jtswt 

(nfftfflm 1 , tR 4,6 ftfan ) fan 'Jlfa m mtfsm ft Tin AfaFft 

Jfl ftfaT ^WETTTor ffat 5 ETT Ajt 4 m A AfFiJ-r ft TT TIT 
Afafa At snjFA Ah farr tfr fa mA nfafafa nrtAtn/ 
AfTf tsl^f sffa W*r,TT ftrt At Ant TOT ftr I AntWnnfanr ninfaT 
A fan utr A nm n> ffhfrn nrr nArn Pett Tirnr nrF '■* \ fa 
ftffafa it WT Rf=r wfc % tflA At fan TTfTffT nftf ftfAf 
nrfftn tmr wFffqrr'Ttr. far ttPr it nit nrnn tw ft Afafa 
5ft, mrmn nrfa ft; fAn nrn tftnr nrFitn i n<r A 74 Am ntn 

WT "PT StAtt fajJT TlRT TtFfn ; FfaA fafat AM faJTt* 

ftmr fr-j AflArn Ffatnnr mfftn nftnr ’pET ntn wrcrfnn 
irrw faPRtfw nfa nr x AA wtt?t trnfg 2.5 A g?n fttnr 
ntfftn FmA tfarm Ar AfafatTn m s r rm tm ht fa ; 
irsqntff ntn Ar trrn nhff nfaf ft; nrn or<j<rni?ln ?r ft tTt 
an hAtt 1 gnA nn Witt nrn ffii tF#tFtt <^rr 1 
5frrfa jt% ^rr? 7 fan tit it nifar ••rrfaci 1 t-frn if srrTrtstT 
it Sfcr tFw-tt rftt mftrrFT ^7^ fj-pfa Fnrn 

nfarfatr ft : 

4. *i»3 ^'tn ftorm : faFnRpr fomt 

(nftfa 1 ^ 1 w u *faro[) ^tfr fanrn ft fnnif irrrfr % fa^ 
f’nfefw wfar ftr 1 nntT fan nn nfM nit 

Rftnffa % Ttroit ftprr ■rrfftn 1 nn tfaT ftr ir^ w^Dprr 
tfaw wk n?r ft so n* fanr nRr nrtftn 1 srrfaffaqr % in 
t?t tnjr % fan fnttn ncntnf nr fa^n *ft fan nrnT 
Ttfan 1 

nwpn ^tji^ fafft*ft Hv ( 7 KF«ri 1, nn 3.3 ^Ftro) 
tr?n wnt xfix nafjrnt fa(fa % ^TTtrffttrr, wt r r At nnTRn 
inft RTrfaf <r* 5 TflTT jesrP ft 1 

#T 5 jT?mfa rr?t vrrnm ttfan tk AnFn ^ tm rr 
ntrr wfa if tr?mnt 5tTfr ft tAc A np ^tnsn ftr F^n 
'rrfftn 1 

5. nKr/tmtfVtt AT 4 <tir Prtrrn (nntn-i) 

nAwt ntyw mnwi-t (q-pcfarna: 1, ^ j ftfan), 
*rw»tf tt dftwt n^rnv nn.i fatrnff nfasp shtt nfi^sT 
nfafawt, nft ntv ftf st^Ft rfft tfamr nm mjt 
tPR- w iff wtofa >rr AnnwiFcr^t 'ifrrtn wrnsrrfan qtAt 
% fan ft I *t WWWT PTTOfam nflt faTTW-J? Att ift<T t t tt Hffaff 
Awnt tt jrtftn vv’t ftn nnTTr nr nr fan Tifa | i 
JRftv *>51 TT "W it 5 W A 'SRftff *Tfafaf ^ffan rAt fanr 
nrmr *tfftn 1 ffwtnr I nAsrin nnr xp&*1 irv. ^ 5ft 

nrfat ft Tfr trwrfar AtTn^nT fairm if nfafan $,‘ 5 At'fa>fa 
Am ^jtff/*nfanA m nm - Asm nftt nrfarc ^ fg^ 
mtmp nfmttf ftf / A.nff nr-Tt fa>a>nT iff m trnn>ft,i 

0. TfistTn' (nwmr II) itAstt jrnrmr Ilif (TFtfat^ 

1 *w 6 Afan) frFiAf 4 tFmr sfart <nr trsnm tnrrfira 


Fxrfamr mtn nm smint *nr m nrortn nrtii % fan sfA 
iRFrifam R 75 rr sfrc Aw w qfaqfi qrr 57m n^tFn nntA % 
Fttn nmwiAv'jA’E Ftm Tnnr ft 1 niUitnni An m tt 

10-12 ttfanf <ft nfan fntnr Ttrnt nrfftn 1 A *mrm nm 
3- 4 %ntt w tfifaw ftfa ft atrt Air Fn-Ftimm 5 ,tr j> Ftt 
ft fapft fafFim FnFptAln tfa A fnifmnT ftt sfa Fm> nrn 
mr.w.ft'tf afrc gmiT % fan «rmws 5 pftm ntftr ft; farnr 
mfai gfasriA fff 1 

7. rfjte ntsrro (n.-n-nr III) m nAmsfr ?n jtttsr 
(nfaFvre 1, nr 7 ftfam) tTfanf nfi Titt n srl'-m 
sTniTmFTnT aftt ^twr % nr> A nitrrtir^: nrw nfafa nfl 
gnm if wfai m «ft afa/nr tnjfm Am ni^ nrmr ft 1 
A ntfSTro; Aftfa.' fnFtff=fm ihff A Air FnFEm<nf jrtr tt! m Pm 
fan% nrn ArArfm t! nnFm jjFnnirf ftf 1 nFr srMsr mr Fnmo 
mn ft^ff A F^nr srr ftfi ft rft niTKi IIIt nr mtm: ,I i;r 3-4 
ft^ff nt nt fn nm A 100 trfanf % in A Fpt- 3 f r ^ 

niFijn 1 

nFn n>Fo mm A qfa tF: nf n? anr tFht: TrFHiT (Afirfc) 
Ait FtAl w iw i mm fsrmn n^fF<fmr w ft effainmi-III 
ttct lo-is Anff <rt Aft yt nnr A mr soo TtFonf $ Am A 

m CT i far.T nr A mfan 1 vr> tiFiFt'n AfaFu % Tejrfw nArn % 

torn nFsn aFt^t arWa AFmrsff -liAt T,m 1000-2000 
trFnnt A ttofai t F^n mo n.fjn 1 m >>A fafmnqff A 
mem A Arr^tn Frrnr m trAnr At Fnmftn x?r <ti m A nfafa 
m ft<m At Art lAimnr ir.A mfaAf A Air fa At miWrfiir 
Art rF-.V'T nF.FmiAf A Afa A Fcnti nnj-, tti A fan 
Ftrfan AftnFT A 1 ftAl 'JiiiiArto Art artrfa At qrtft A faT 
faPnmAf m w nrtA A fan AtAsr fanAtr (mm) A n-pftnn 
At trtwnt ftrnt 1 

a, faifa rnm-m • vrA ^A mrmn nffafan ft At Atnfa- 
A 'srFflftno TftejAf IA wfafi rnn ntA trFtAf nr nnftn "J5 nr A 
trfMAf nr, srAro nnnr fantoir nr mnAFon Win, mnAn Fwfa 
mFn m mftm nrtnr ft (nFAm^ i, m s Afan) 

nFn Fnrnn lAtr mo nmr ■TAltrt'n m n'Tfatn A, Fw nt 
mreFTfarnr ntfaiA nil nf Af, fmo ftr nr ArrFn At mjfifa Ah 
fAtmw nt fa«h tn> jn Art *)A)nrtAf A tn tmgtmr mr- 
iiiftn nrtA A ,An wmm w>Fsm ftr-rr 1 

9. ftnri nego fanr nrnr (nftfatn-II) 

10. w ftnf A FnFnmn^iAl nfarfa v( nAn nrtnr 
nm-f} ft fa ntf fmAf wi fa A Afrfa A faM nt Aff 
faftwr from nn ft ^A Am -AtmA; 5® n*j$f m mm 4 n, 
Afnfa At nfantr nFoFntrAf A nr ft A AirnFnnr mFn (nhfaR: 
1 m» e: 2 AT«*n) 1 

^rrft nE,t nfn‘ Fmrt fa A Atnfa At ffan $r A FnFnAm-> 
mrft fafa iitr nwn A Ftrnr mnr ft AmnAr gnnr miTfaf A 
trrn m-At gAnFo, nFn Atf Ar, nnf> jn nif". At At n-rnt 
nrfftn 1 [<tfftfW i, mi 9.1 (n) ftfan] 1 

11. fnm gmtr: FnFmnn ntrrn nfamn A m nr i w 

nA mnsw Fnntn ^tnr nF^n Fn AtrFs nrr fart ftm- nnrt 
Fmrr Winnr nn^ nnfnT nnrn ort trA 1 faA nAn, Fnm, 
trsm, Am, AnnA Ah nFa^n nFfiFmnrrt nffafan 

ft>ft mfftn 1 
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(Ton afro ^Trr^i=r Tfs % ffK 3 ’rTftr afro aorao oroo! fooo'r 
% ftroo 90 sfto 87 % oooif Tr qroo toot nfjo i 

[o, ow iion/i/87#f,iH.^.^ 'ft.'Tfl <i] 

tro. jfi. ’profmoo, (fooo Ttfw 

r^ufr ■ l 5 1079 OT Wi OoiffaTT afroftr aVr spTrtT^ mooi' 
four, 1 945 totfo afro ofton won omiTo 
(^TT^tf Mti’i) TO TCTSTO 0 lOtMo $ flM 

afroftr afto aoroo moot wFaftroo, aftc fool ('ft 

61 ) TFlMo $1 MWf TlOO % 

m-apro, mo 2, ms :i(i) if aMio ftnoftTfio 

iftr’jootafr ffixr ooo fooof oo rfvfmo Mo oor |. 
mofo:— 

1. TTT.1T.fO. 1241 mfW 6-10-79 
2- TTT.1T.ftr. 1 242, (ffftl 6-10-79 

3. TTT.ir.fO. 1243, 6lfw 6-10-79 

4. TO.1T.fO. 1281 Oifl 12-10-79 
s. .or.ir.ftr. 430 , (non 19 - 4-80 

0. TO.1T.fO. TT, 779 (rlfiw 26-7-80 

7. 7Tr.TT.ftt. 540 (l) (r[#i1 22-9-80 

8. 7Tr.TT.ftl, 680(l) 9TOW 5-12-80 

9. TTT.W.ftT. 68l(l) dlftl 5-12-80 

10. TO.ir.ftr. 682 ( 1 ) 0 M 1 5 - 12-80 

11 . to.it.io. 27 ( 1 ) orfrar 17-i-si 

12 . TTr.I.ftT. 478 ( 1 ) mftl 6 - 8-81 

13. TO.ir.fo, 62(1) trrfn 15-2-92 

14 . TO.1T.ftT. 62 (ar) Mol 22-6-82 

15. TO. IT. ftr. 510 (l) Offtl 2 6-7-82 

16. TO. IT. ftT. 14 (m) ifil 7-1-83 

I 7. Tfl. IT . ftt, 318 (l) OTfll 1-5-84 

I 8. TO . TO . ftt. 331 (ar) mftl 8-5-84 

1 9. TO . IT , fo. 460 (l) Offtl 20-6-84 

20. TIT . IT . ftt. 487 (at) irfil 2-7-84 

21. TO. IT. ftt, 89 («T) (ilftl 16-2-85 
22- TO. IT. ftt’. 788 (tlfttl 10-10-85 

2,3. TO, IT.fO. 17 (ar) OTo',1 7-1-86 
24. TTf. TT.ftT. 1049 (l) 0T#W 29-8-86 
25 -»rr. tt. ftr, i960 (ar) mow 5 - 9-86 
26 . to. to. ftr. 1115 (at) mow 30 - 9-80 

2 7. TO . IT . fo . 71 (ar) (llftl 30-1-87 

ofoftM 1 

o# sftofa % farw 1 , io*r. 1 for i.ftro % mo sttjt 
firrr ^ ir iWoo otit i 

1. TRIO, aftqflT affT 00% firW’fOO’f IT ifWOT 1+0 1 
2 . . OTOIlftri aftT rMlI gmOT I 

2.1 OTiroftn onr iftr onr a Tfior, of? =51# <£r, uMii 
OT afOTfo 6T0 Op? 1>f ^T| I^W, vftfdl TTTTttfll 

tnf ; 

2.2 itO 1.4 a>T 000 (fOOTT I 


2. 3 tou ion afro #nr n 4 % Mow 1 

2.4 ofm mm 1, qrr*rro 1 foqMl wo 3 fk soft worn 

«rl 1 

2.5 TTftpi woo % Motto it ojftt qfr ooftor 1 

2 , 6 TOlfqTO OTOT I 

3 , OOJ ftoo-jo fOTTiO 

3 . 1 OITftr 

3.2 ftrfaftno Moo^o Mr.o oft 1 

3.3 Oi iioo ^0000 oorfor: fooro 1 

3.4 oox 00 ’.ftroft ; i*.¥rftr"T, ftrarro, ootOio, arrow 1 

4. TOJ TOO fOSTiO (qftfw <0 4 aflo 5 >;iirnr) 

4.1 motor 

4.2 rflrr iifooi^orr 

4.3 iMorifovorfOOi-=p\r 

4. 4 3 RO iwoo 

4 , 5 FTlftro foof^or 

4, e orofto^o o^qriTr sftr ^triooIwItiot 1 

5. oroo/roftorffii lonTT foairo ■ (sm-i) 1 

5.1 orom 

5. 2 fofttftnc %ifor otto 1 

5. 3 Ttrom Mono 4 mfOT oot-t i 

5.4 MwoofOor, lonfrow, fftoo otttto ofo#o 

6 . i^'ft orMw qfratTtt (qrTTTf II) 1 

6 . 1 motor 

6.2 iooott 00 irfofri 

7. Tfifeorft orarnrooftmt (orotorIQ) 1 

7. 1 oroior 

7.2 wor^ro oto% footi 

8 . footo 1*000 1 
a. 1 motor 

8 . 2 TfWTOT TO Tt fooW 

9. mo ^off *r forfooooirft art’orpro 1 

9.1 #?T M 03+— 

(1) Prow ftr.-mr nor ^ 1 

(«) mjMoot 1 

(o) ooramsfro |, aroroT orfjo 1 

(o) otw foor, ofi vrf rjt, oroo gf)pi 1 

9.2 ftir toft it o^t- foofoo/iooftfoo ifr, aoto oo, oftr oft# 

M-'OO 1 

9.3 tfo fto or <^ 7 fr fttoo aoromo 
10: ftmm^*toT^ 1 

10.1 arorfro ototo oftfonq; 1 

10. 2 ^orff afto qrrfof % y^z 1 

10 .3 op; srftrftr qom 00 oyrr—oftsm or^riro ttHto i 

fomo —1, Tnft s^ofaof % ftnr mol o? ifo oof J; oMt- 
qrrq % fmo oiftTOO qrs 1 

2. irwfnot ttIot % Mt irft;o $ too aop ftmt 
Mr ^ ftro iTftro orrr % ftn oroosto ote 
% ftro tiOT q foft ri g II aft? Ill »ft 1 




Tp.iv^-ir 

fcfr^ srfja qiftr tt pt fftrH 

—qftsrr ^rt rifts i 

—*m%W «fk rinqt 'ITT STq I 

—iffCT % u^rr 

—ursqqq ft Ttemi: sjft, n^T ftr Tfr Pfftrs ftT, 
■flftTftq ITT ftT%, TTPTPTRK ITT? qf ftfT fqPm I 

—ftfqqf ft ft«TT, qqq rift qqqaft ft TTfftft 7T1 ftM 

itt qfftt Tnprfq qfirsm ft qf 7 

—fftlT IT'TT 77 TIT; ft'Tfa ftp 3 ft tfift, lift fiRR ; 
qqqrc % far ftftpff % TfTTTt ft 7 TIT, 'TT'JTfTT * 

wim ft, qf* ft If ft q-jn i 
—swrorfftT rift ^stt % far iftir % 7ft, tttit % 

Sftfq rift TOT tr fiTTTT Tfn itTTS, 3Htq ft qf 7317 Tlfft | 

—qfftTrq, trrqft rift kt qqr, qft ft# ft, 77ft ttttt 

ftftr, frfftfi *RT TO, ftjft ft qftfriT? ^ ftlqTT * rTFT, 

orft TPjfft ft, srqpmfftt rift w ^ rift <f nrvrftnT 
rift TrntmrrTr srsrq; qfipsq riftfj irrqpFTTft i 

—Tfrumf 77 tYTOT fwf ; ft-J7 ?T 7 ‘I'TPt, TOT Till/ 

frcrts, qft ftf qt, % qrq 7 t?t»: ftft, w<? % 

faq mvfa, qfa tout's ft i 

- «TTt?r rift fwf i 


7 ftf?rrc 01 

qf riftfa ft WTiafqq qfttfT rift fq^-T r. fftriftTr 

TOtW? 


TTJfqrwr 

%r nrt 

im 

(mw ■ft 

trrfo 

srm«T 

ftq Pr-Tr'jiT trVi't 


fq=r if 

Ifq qt TpfTT 

sm 

I III 

Tl*rft 

2 

2 q r -TT?_ 

tAPsht qf 
nf'S'-FT qT 
W*fT:W^ 

ft Tm?; 

MI 

2 qqft; 

i (J'pfl? 



III qrrr nv 

2 Fftrihr; 

3 TTm TRT 


3 TTPT FW 

III 

2 

8 HITT ?T« 



finirq 

2 Fftlftq: 

3 qrqqT? 



'mft 

2 Ffmffrr: 

0 Tnq ?r« 


3 ure fr 

I: II 

2TftTTfq: 

3 qra 



III: 

iWfuffTT; 

o qrrr 


wfaiq-qq 

(Tmrpq 


I III 

qq 7> 

4 Tftr ?fr x; 5 4Pw 

(3 Tf nil 
iifa) 

'rqf'fflT. 

T?rrqr qqr qr 
fqTTnfr qftq 

I :IT 

1-2 -J 331T T 

Fftftq: 



III 

1-2 G miq 

Tffifrq : qqv 

2 u»3*q/ 
tPrr 



qq'fy 

1-2 24 TTftTiJ 

Tffiftq: ( 2 T'TT’T) 


Mq Wqf»I 'IT 

I; II 

TTfl-Tfr^r IF=P7 2 4 

2 TTOfT ; 

^irq 


ftif'FqRw 

qq>q 

III: 

mff 

1 ^frftq, qqqrTTI 
iff nw sfrr; trqfa if 
qftq qr qqfa Ttr 
*rqt^Trq ?> i 



III 

Sftq qftlTW, 

ftq 

’qrifi qr 

qrqqr 

qTTTT 

ITflTqT 
qg fqpj 

Mqqtrq 

III 

i r ; 3 : 

TTTqTTq '#ff fr 
msFirq Wm q ft i 



’mff 

1 Fftftq : wqqiwf 
fft irnqr ft< ftt 

STft'T ft TTflJ q,T 

qqr^rrft ft i 

qffq qr 

imw 

VT<?t TT TJ 

Prfk qqqrT 11 ! 

I : II 

III q.qft 

■ i Tftrfrq qTqrrft ft 
Tfqqr qqfq ft 

qftiT ft VTpT ft 
qqf'jqrft ft i 


FP^Tun; vTfrrt— ftWpt ; totr, Itt q—qipr, 

qft—qrq, Tjqft=« Pmq q-jTTT, % TjTfr c ff«?»3qq 
I, II, III-TrrarrTi7 7d5TTifrTTfsfrT7TTT (qftftrsMIi 
qq 5-8 itftnt) 

fftW 1. 5T«T *ft ir KTR T'J r^TT^Tf IffT ftf f!{{ \ VftX 
qrcq if uft |?rr(T ft/q^jrfq qfft ft wm 75771 
qft $ i 

2 - Pm *h qrirsrft % fair VH ri ft 

q< 11 
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WTTT "ft TPm WTMfTW 




TfrfVs IV 


aWifnfsr^ fam^m ww % wrjwf it tost 


2 “0 WW 


irw 

5 FITF TFff (’gff) 

WFF TTWf (fif) 


TT TFTT 

TT 

TTTT 

PTfurtr 

0-10 0-10 

2-1 

2-3 

T^tfisr 

6-10 6-10 

2-3 

2-3 

TCTTlff fTr 

6-10 6 - 10 . 

2-3 

2-3 

m ftF 

6-10 6-10 

2—3 

2-3 

7-26 IFTTS 

fUFF SFff (\|) 

W?TTF stuff (^ft) 

TT 

itm 

TT 

TTTT 

I 5-30 

15-30 

4-6 

4-6 

1 5-30 

15-30 

4-6 

4—6 

15-30 

1 5-3 0 

4-6 

4-6 

15-30 

1 5-3 0 

4-6 

4-6 


Tprfw V 



TTTRTT 

I TtlTpiTF TfPffT if TfT ifif Ptt ffiff FT 


tsttPt t*t 




tPctfutt trr tuPt 



*t tiTffrPnF qff'ffr if- 

-ifTITT Fnf 

ifTFf/ 

ffPrrf if Tf: 

—---fife « TETTT Trrfffr ff Ff 


nffaffcr m fmrf mYr ftPirf Ft pr wrcpft tt ur^ fspTirjTT 
qrrew sffr m srtfWTrw mr if grftRr sif t$ 11 mf %nff/ 
ftfwr if srtorc wf wnirf P«f Tf? mw $dt % Tuft tjW 
TdWf afir m*, f .Tfy.uff., wiPr trottr ir httf i mimf/ 
frfwf if tt aYr ipt mV ftt it «rjt ftititt iYt -m 
Trrrfr tt aYrfa fr sorf! sr mawf apt TTtww ftY i Ptr 
T fFf in fffnfY trs nrrfffrF jt % PottY wt tthttf-tt ^y ^ 
11 mf^rTF/ffifV fait stt tt T^furr $ Ptfr ftY % f^ 
irW'H gfif l 

srrfariT TTTTT 

tWIFTT TRiur Ft «Y T? f^qfjf/l^ TT% Ttat if 

TTT Pm TTT if 3f>T 4" *#*®T T Tp.Tf p>RT if 'TFT ?Ff FT 

nptr g i o tortt g fV ? ttpw if wm %Y ? gtf tnw 

gt wf WFTT g sYT T3tf uff I STFt TrOTTR WW, TTpTF FTT*, 

tftnPTT tT [Ptt jYt w^frani tr ir jnrratTjra tt if pre ft 
P ut ir^ | i *w rtttt % ftn t <mf mf?t ^err g i 

mfitTP/fiRf rr tR? 


RRRtT*fr/TtTt TT JfFTTWT TT «P]FT ©TT 1JW RITTF % JprtWT 

tttVw 

TTOTPTFTT IWT5TTTTTT Il3frC StrTRTT III if WR %if% pRl* fpfV 

TT TgTpT TFT 

If——-— --—wft ff^sr Ft mfa rPft tt rptrw 

hRY JT *mf TyrfT frr 5 fr-nTTTT 


3t pTf t| afrtPr, irwfor:---wf WRftfiirF 

TrtflT T TT wfotfavt f<pTT TTt I *f ffWTT g Pff $ff TriPf if 
iri: ?T Tfir TT TTTTT Tf T^TT fTTT *f ffffffg I TTTWFfSf* 
¥T T TTTRTf TTffcTTT JRf TT Wf T^«T ^ 5fT>)T-Ff 
sftTpT TTTT^ tV TjFt 3ffi> T^TTf TT TTTTlt T TT> if 
fjfT% 5TTTT ifi WfTVP-Tl JTTff Ttf TTpTTT T'f'l 7T-PT 4 r . ‘.TR 
TTfif R f-TT, Tfr>rnTTr Ta^'TT -ff tF^tFtt %, tttft j 1 i ft 
Tf g I 

if TTFf TT TfTFTTf % TTf t FFTT g Pp TifjfT ^ <rtTT 
PTTT «ff TTTT TTTT TTVflT if TT.fT T«FTT g I 


"JT^TF PTpTTTF % ^Tf‘in! ffiff % iRTTW< 

TT^<f TTTfd 

TPffRR: VI 

Pm tit TfmT (fTTrfrfff) tk Tfff if ^ sffT TTTff 
TTTT Tftftff T^TFt TRfTn! fffR f'TaT ? I 

(’F) TTi Tf rff Tf TJr> Tfl[^ if ^ JiftST | ffrT^ if rf F 
tr^W TffTfS %, ji> irsffTfTf TTTfr,7 Tif.trTf afft 
Ptttt t^tit vaff ^ Ptt tft tftt -tt tt f tt if if if 
fFTf t| T’r'jpj jpr ttt'-F % i 

(TT’f-rffT It Rff 2, TT (T) flTT) 

(tt) TF it iff T fT> TFff if i iff? 5 UTpciTn 
a?T ?f g^T: TpfrrTlT/rTTrJrT TP-Ff TTTT Tg ff TTT 
tfrrPTT fp-q- tt % "iff i Tftsrmf iff Tf^af fftParF 
Tf?rF fTTTf ff I 

Tir iff ff iff if RTTprur Tffsmf Fl f Ttf 
% Ptif OTprtr '-TTUff ^ TTT if TTR-TT ^URT-JR 

tjitPtf, Ptt TfrrFtF -.ffi t tttPt f tht, t-% stfttPtt 
T^TTT if TffPTT % ![f^T-*tTT TiTtri: % TTT 
TRJT PfTT TTTT TTp^r I iPF TrrflTT tfr t Pttt^tt 
TTTT (TTTf 50) 3fk 7 tTTT ffSTITf ?Trr V’lfiZT; 

tttV tit TirrfTT t^ttt if ’fifnrff if ttfjt 

PfiTT TTTT TrfgT I TpT TT5 fr -ff Tf TT^PTF TlfTTf’ 
TFT TTf if $f t iff Tiff q-ffflTTt Ff fcfnf RRjfl 
■Ft TTff TTf^l I TIT tr-F ff iff fftT if PrTTT 
iftt ttti ^ fr m Tti t j iFf PtPttttft cf arPurPr 

FT T^fr PfTT FTTT TTP^I I (tP^PtiF 3 , TT 9 

iff^T) Ptttt tt-tt "f ftr wtit if Pttt frar FffnrT 
(tf ff iff Ff TTTpTF TffiTT-ff Tif fTfff JTF^T iff 
FTTf TTPJT I 

(t) r^Fffiff ^ Tfrt Tijtir if i?if (t[FffTf) Trif ff art 

rfT: fTTPTT PfFTj; T-rif TpFT TTTT'f % T’JTTT if 

'Tfim fit Ti Ttr fTfiRTT'if TTFTRTfT tfttt I I 
TFfrifr % m tTitptf Tffirrsff % Ptt 
■ nfTSTFT Ftif F Ftii TTfTT TPf T TT.T TTETfl STF^T 
fFTT TfTT TTfglf ®ffF PtTTT TTFT TFT Fl% % ftrT 
Tffumff Tif fcfff rrt’jT Ff srrff Ttf^ i 

(n) l^FtffTf % iftif itt[5 if ^ (ifFffTf)) ? fFT^T 
Itfflt FTTff FT TT't *-flTF FT If TTTf Htlff 

frit ijT fti ttft TfTft srrfr tP^trit tttwf 
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3 N 3 T 3fr< H,fi?tTT TETTifr *gTW4 TpT TUl % 
Ar^T ftiTTt 'xm XPlt 'FT TTT<TT^ ^ f'ATT 'Stint | I 
ferfirni, ^fTpff, cAmAff, sromfi, 
'ftniftr ntisi, ifjfVbt'H ^appa smftPFT Ttfgrff, 
?4tfefTFr, r^rr 4br fim TJ'Trc? c#f | Ygfr fa»x 
" gn> ft nr ; 

gn pnfTtTT % fog ^-^fyiTitn'. 'Ftf xuj 

ht arm ytst tnifstn h^t ^‘pr £ aftr nfit fiura »nr 
infAPr 'ft ToWnt gpRi ngx srrtnr | n’t figsor mjar 
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MINISTRY OF HEALTH AND FAMILY WEL¬ 
FARE 

New Delhi, the 26th June, 1987 
NOTIFICATION 

G.S.R. 602(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
1945 which the Central Government propose to 
make, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers confer¬ 
red by section 12 and 33 of the Drugs and Cos¬ 
metics Act, 1940 (23 of 1940), is hereby published 
as required by the said sections for the information 
of all persons likely to be affected thereby and 
notice is hereby given that the said draft rules will 
be taken into consideration after the expiry of a 
period of thirty days from the date on which the 
copies of the Official Gazette in which this noti¬ 
fication is published are made available to the 
public. 

Any objections or suggestions which may be 
received from any persons with respect to the said 
draft rules before the expiry of the period so spe¬ 
cified will be taken into consideration by the 
Central Government. 

DRAFT RULES 

1. These riTes may be called the Drugs nd Cos¬ 
metics (Amendment) Rules, 1987. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), rules 
30A, 698 and 75B shall be omitted. 

3. After Part X of the said rules, the following 
new Part XA shall be inserted, namely :— 

“Part-XA-—Import or manufacture of New 
Drug, 
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clinical trials carried out in accordance 
with the guidelines specified in Schedule 
Z and submit the report of such clinical' 
trials in the format given in Appendix II 
to the said Scheduled : 

Provided that the requirement of sub¬ 
mitting the results of clinical trials shall 
not be necessary if the drug is of such a 
nature that the licensing authority may, 
in public interest decides to grant such 
permission without clinical trials in the 
country : 

Subject to the other provisions of these rules— 

122B. Application for approval to manufacture 
New Drug other than the Drugs classifi¬ 
able under Schedules C and C(l).—(i) 
no New Drug other than the drug classi¬ 
fiable under Schedule C and C(l) shall 
be manufactured unless It is approved by 
the licensing authority defined in rule 21 : 

(ii) the manufacturer of a New Drug under 
clause (i) when applying for approval to 
the licensing authority mentioned in the 
said clause, shall submit data as given In 
Appendix I to Schedule Z, Including the 
results of clinical trials carried out in the 
country in accordance with the guidelines 
specified in Schedule Z and submit the 
report of such clinical trials in the former 
given in Appendix II to the said Sche¬ 
dule : 

(iii) When applying for approval to manufac¬ 
ture a New Drug under clause (i) or its 
preparations, to the State Licensing 
Authority, in applicant shall produce 
along with his application, evidence that 
the durg for the manufacture of which 
application is made has already been ap¬ 
proved by the licensing authority men¬ 
tioned in rule 21 : 

Subject to other provisions of these rules, — 

122C. Application for approval to manufac¬ 
ture New Drug classifiable under Sche¬ 
dule C and C(l).—(i) no New Drug 
classifiable under Schedule C and C(l) 
shall be manufactured unless it is previ¬ 
ously approved by the licensing authority 
mentioned in rule 21 : 

(li) a manufacturer of a New Drug under 
to the licensing authority mentioned ind 
to the licensing authority mere ions 1 in 
clause (i) shall submit data as riven in 
Appendix I to Schedule Z Including the 
results of clinical trials carried out in 
country as per format given in Appendix 
II to Schedule Z; 


122A. Application for permission to Ir port 
New Drug. (1) No New Drug hall be 
imported except under and in accordance 
with the permission in wriitig of the lic¬ 
ensing authority defined in clause (b) of 
rule 21; 

(2) the importer of a New Drug when apply¬ 
ing for permission j-nler siT-rulc (1), 
shall submit dam as given in Appendix 
1 to Schedule Z, including the results of 


(iii) while applying for approval to manufac¬ 
ture a New Drug imdpr clause(i) 
or its preparations to the State Licensing 
Authority an applicant shall produce along 
with his application evidence that the drug 
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for the manufacture of which application 
is made already been approved by the 
licensing authority mentioned in rule 21. 

122D. Application for permission to import of 
manufacture fixed dose combination of drugs.— 
Application for permission to import or manufac¬ 
ture fixed dose combinations of drugs already ap¬ 
proved as individual drugs by the licensing autho¬ 
rity mentioned in rule 21, shall accompany infor¬ 
mation and data as given in Appendix VI of Sche¬ 
dule Z. 

122E. Definition of New Drug.—For the purpose 
of this F'art, New Delhi shall mean and include,— 

fa) a new chemical entity (NCE) * 

(b) a drug which has been approved by a lic¬ 
ensing authority mentioned in rule 21, for 
a certain indication, route and dosage form 
but which is now proposed to be used for 
different indication, route or dosage form : 

(c) a combination of two or more drugs which, 
a'though approved individually, are pro¬ 
posed to be combined for the first, lime 
in a fixed dose formulation for specific 
indication or indications : 

(d) drugs already approved for marking new 
intended to be formulated as sustained or 
controlled release preparaiions. 

4. After Schedule Y of the said rules, the following 
Schedule shall be inserted, namely :— 

SCHEDULE—Z 

(see Rule 122-A.122 B,122 C and 122D) 

REQUIREMENTS AND GUIDELINES ON 
CLINICAL TRIALS, IMPORT AND MANUFAC¬ 
TURE OF NEW DRUG 

1, Clinical Trials 

1. Nature of Trials.—The clinical trials required 
to be carried out in the country before a New Drug 
is approved for marketing depend on the status of 
the drug in other countries. If the drug is already 
approved|marketed, Phase III trials as required un¬ 
der item 7 of Appendix 1 usually arc required. If the 
drug is not approved (marketed, trials are generally 
allowed to be initiated at one phase earlier to the 
phase of trials in other countries. 

For new chemical entitles discovered in other 
countries. Phase I trials are not usually allowed to 
be initiated in India unless Phase I data as required 
under item 5 of the said Appendix from other 
countries are available. However, such trials may 
be permitted even in the absence of Phase I data 
from other countries if the drug is of special relev¬ 
ance to the health problem of India. 

For new chemical entities discovered in India, 
clinical trials are required to be caried out in India 
right from Phase I as required under item 5 of the 
said Aonendix though Phase III as required under 
7 of the said Appendix. Permission to carry out 
507 GI|87— 


these trials is generally given in stages, considering 
the data emerging from earlier phases. 

1.2. Permission for trials,—Permission to initiate 
clinical trials with a New Drug may be obtained 
by applying in Form 12 for a Test Licence (TL) 
to import the drug under the Rules. Data appro¬ 
priate for the various phases of clinical trials to 
be caried out should acCbmpany the application 
as per format given in Appendix Tfitem 1-4). In 
addition, the protocol for a proposed trials, case 
report forms to be used, and the names of investi¬ 
gators and institutions should also be submitted for 
approval. The investigators selected should possess 
appropriate qualifications and experience and 
should have such investigational facilities as are 
germane to the proposed trials protocol. 

Permission to carry out clinical trials with a New 
Drug is issued along with a Test Licence in 
Form 11. 

It is desirable that protocols for clinical trials be 
reviewed and approved by the institution’s ethical 
committee.. Since such committees at present do not 
exist in all institutions the approval granted to a 
protocol by the ethical committee of one institution 
will be applicable to the use of that protocol in 
other institutions which do not have an ethical 
committee. In case none of the trial centres|insti- 
tutions has an ethical committee, the acceptance 
of the protocol by the investigator and its approval 
by the Drugs Controfer (India) or any officer 
authorised by him to do so will be adequate to 
initiate the trials. 

For New Drugs having potential for use in 
children, permission for clinical trials i:i the paedi¬ 
atric age group is normally given after phase III 
students as required under item 7 of the said Ap¬ 
pendix in adults are completed. However, if the 
drug is of value primarily in a disease of children, 
early trials in the paediartio age group may be 
allowed. 

For drugs having potential for use in pregnant 
women, permission for clinical trials may be granted 
after phase III trials as required under item 7 of the 
said Appendix in other patients arc completed. How¬ 
ever, if the drug is proved to be useful in a condition 
unique to pregnancy, early trials in pregnant women 
may be allowed. 

1.3 Responsibilities of Sponsorllnvcstigator.—Spon¬ 
sors are required to submit to the Licensing Autho¬ 
rity as given under Rule 21 an annual status report 
on each clinical trial, namely ongoing, completed, or 
terminated. In case a trial is terminated, reason for 
this should be stated. Any unusual, unexpected, or 
serious adverse drug reaction (ADR) detected during 
a trial should be promptly communicated by the spon¬ 
sor to the Drugs Controller (India) and the other 
investigators. 

Tn all trials an informed, writteii consent is re- 
ouired to be obtained from each volunteerlpatient in 
the prescribed forms (see Appendix V) which must 
be signed by the patient volunteer and the chief in¬ 
vestigator. 
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X CHEMICAL AND PHARMACEUTICAL IN¬ 
FORMATION 

Most of the data under this heading (see Appendix 
1, item 2) are required with the application tor mar¬ 
keting permission. When ihe application is for clini¬ 
cal trials only, information covered in items 2.1 and 

2.2 of Appendix I will usually suffice. 

3. Animal Toxicology 

3.1 Acut Toxicity.—Acute toxicity studies (see 
Appendix I item 4.2) should be carried out in at 
least two species usually mice and rats, using the same 
route as intended for humans. In addition, at least 
one more route should be used to ensure sytemic 
absorption of the drug; this route may depend on the 
nature of the drug. Mortality should be looked for 
upto 72 hours after parenteral administration and upto 
7 days after oral administration. Symptoms, signs 
and mode of death should be reported, with appro¬ 
priate macroscopic and microscopic findings where 
necessary. LD 50s should be reported preferably with 
95 per cent confidence limits, if LD 50s cannot be 
determined, reasons for this should be stated, 

3.2 Long term Toxicity.—Long term toxicity {see 
Appendix I, item 4.3) should be carried out in at 
least two mammalian species, of which one should 
be a non-rodent. The duration of study will depend 
on whether the application is for marketing permis¬ 
sion or for clinical trials, and in the latter case, on 
the phase of trials (see Appendix III), If a species 
is known to metabolite the drug in the same wav 
as humans, it should be preferred. 

In long term toxicity studies the drug should be 
administered 7 days a week by the route intended for 
clinical use in humans, The number of animals re¬ 
quired for these studies, i.c. the minimum number on 
which data should be available, is shown in Appen¬ 
dix IV. 

A control group of animals given the vehicle alone 
should always be included, and three other groups 
should be given graded doses of the drug; the highest 
dose should produce observable toxicity; the lowest 
dose should not cause observable toxicity, but should 
be comparable to the intended therapeutic dose in 
humans or a multiple of it, e.g. 2.5 to make allowance 
for the scmtivity of the species; the intermediate dose 
should cause some symptoms, but not gross toxicity 
or death, and may placed logarithmically between the 
other two doses. 

The variables to be monitored and recorded in 
long-term toxicity studies should include behavioural, 
physiological, biochemical, and microscopic observa¬ 
tions. 


3.3 Reproduction studies.-—-Reproduction studies 
(see Appendix I. item 4.4) need to be caried out 
only if the New Drug is proposed to be studied or 
used in women of child-hearing age. Two species 
should generally be used, one of them being a non¬ 
rodent if possible. 


(a) Fertility studies,—The drug should be adminis¬ 
tered to both males and females, beginning a sufficient 
number of days before mating. In females the medi- - 
c/lion should be continued after mating and the preg¬ 
nant ones, should be treated throughout pregnancy. 
The highest dose used should not effect general health 
or growth of the animals. The route of administra¬ 
tion should be the same as for therapeutic use in 
humans. The control and the treated groups should be 
of similar size and large enough to give at least 20 
pregnant animals in the control group of rodents and 
at least 8 pregnant animals in the control group of 
no.T-rodents. Observations should include total exa¬ 
mination of the litters from both the groups, included 
spontaneous abortions, if any. 

(b) Teratogenicity Studies.—The drugs should be 
administered throughout the period of organogenesis, 
using three dose levels. One of the doses should 
causes minimum material toxic'ty and one should be 
the proposed dose for clinical use in humans. The 
route of administrarion should be the same as for 
human therapeutic use. The control and the treated 
groups should consist of at least 20 pregnant per 
females in case of rodents and at least 12 pregnant 
females in case of non rodents, on each dose used. 
Observations should include the number of inplan¬ 
tation sites; resorptions, if any; and the number of 
fetuses with their sexes, weights and malformations, 
if any. 

(c) Perinatal Studies ; The drug shou'd be ad¬ 
ministered throughout the last third of pregnancy and 
then through lactation to weaning. The control of 
each treated group should have at least 12 pregnant 
females and the dose which causes low fetal 1 less 
should be continued throughout lactation to wean¬ 
ing. A animals should be sacrificed and observations 
should include macroscopic, autopsy and where 
necessary, histonathology. 

3.4 Local Toxicity :—These studies (see Appendix 
I, Item 4.5) are required when the New Drug is pro¬ 
posed to be used topically in humans. The drug 
should be applied to an appropriate site to determine 
local affects in a suitable species such as guinoa-pigs 
or rabbits. If the drug is observed from the site of 
applications, appropriate systemic toxicity studies veil 1 
be required. 

3.5 Mutagenicity and Carcinogenicity :—These 
studies (see Appendix I, item 4.6) are required to 
be carried out if the drug or its metabolite is related 
to a known carcinogen or when the nature and 
action of the drug is such as to suggest a mutagenic| 
carcinogenic potential. For carcinogenicity studies, 
ai least two species shou’d be used. These species 
should not have a high incidence of spontaneous 
tumors and should perferably be known to matalo- 
lize the drug in the same manner as humans. At 
least three dose levels should be used; the highest 
dose should be subletbal but cause observable 
toxicity; the lowest dose should be comparable to 
the intended human therapeutic dose or a multiple 
of it, e.g. 2.5x, to make allowance for the senitivity 
of the species; the intermediate dose may be placed 
logarithmica’ly between the other two doses, A con¬ 
trol group should always be included. The drug 
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should be administered 7 days a week. Observations 
should include macrocopic changes observed at 
autopsy and detailed histopathology. 

4. ANIMAL PHARMACOLOGY 

Specific pharmacological action (sec Appendix I, 
item 3.2) are those with therapeutic potential for 
humans. These should be described according to the 
animal models and species used. Wherever possible, 
dose-response relationships and ED50s should bo 
given. Special studies to elucidate mode of action 
may also be described. 

General pharmacological action (see Appendix I, 
item 3.3) are effects on other organs and systems, 
especially cardiovascular, respiratory and general 
nervous systems. 

Pharmacokinetic data help relate drug effect to 
plasma concentration and should be given to the 
extent available. 

5. HUMAN|CLINICAL PHARMACOLOGY 

(Phase 1) 

The objective of Phase I of trials (see Appendix I, 
item 5) is to determine the maximum tolerated dose 
in humans; pharmacodynamic effects; adverse 
reactions, if any, with their nature and intensity; and 
pharmacokinetic behaviour of the drug as far as 
possible. These studies arc carried out in healthy 
adult males, using clinical, physiological and bio¬ 
chemical observations, At least 2 subjects should be 
used on each dose. 

Phase I trials are usually carried out by investiga¬ 
tors trained in clinical pharmacology and having the 
necessary facilities to closely observe and monitor 
the subjects. These may be carried out at one or 
two centres. 

6. EXPLORATORY TRIALS (PHASE 11) 

In Phase II trial (sec Appendix I, item 6), a limi¬ 
ted number of patients are studied carefully to deter¬ 
mine possible therapeutic uses, effective dose range 
and further evaluation of safety and pharmacokine¬ 
tics. Normally 10-12 patients should be studied at 
each dose level. These studies are usually limited to 
3-4 centres and are carried out by clinicians specia¬ 
lized in the concerned therapeutic areas and having 
adequate facilities to perform the necessary investi¬ 
gations for efficacy and safety. 

7. CONFIRMATORY TRIALS (PHASE III) 

The purpose of thc"e trials (sec Appendix I. item 
7) is to obtain sufficient evidence about the efficacy 
and safely of the drug in a larger number of patients, 
generally in comparison with a standard drug andjor 
a placebo as appropriate. These trials may be carried 
out by clinicians in the concerned therapeutic areas, 
having facilities appropriate to the protocol. If tho 
drug vs already marketed in other countries, Phase 
III data should generally be obtained on at least 
100 patients distributed over 3.4 centres. 


If the drug is a now chemical entity discovered in 
India, and not marketed in any other country, Phase 
III data should be obtained on at least 500 patients 
distributed over 10—15 centres. In addition, data on 
adverse drug reactions observed during clinical use 
ol' the drug should be collected in 1000-2000 
patients; such data may be collected through clini¬ 
cians who give written consent to see tho drug as 
recommended and to provide a report on its efficacy 
and adverse drug reactions in the treated patients. 
The selection of clinicians for such monitoring and 
supply of drug to them will need approval of Drugs 
Controller (India). 

8. Special Studies.—The include studies to explore 
additional aspects of the drug, e.g. use in elderly 
patients or patients with renal failure, secondary or 
ancillary effects, interactions, etc. (see Appendix I, 
item 8). 

If the formulation to be marketed is different from 
the formulation on which clinical trials were carried 
out, a study to determine the biocquivnlence of the 
two formulations may be required, depending on the 
nature of the drug and the formulation. 

9. Submission of Reports (Appendix If) 

10. Regulatory Status in other Countries.—It is 
important to state if any restrictions have been placed 
on the use of the drug in any other country, e.g. 
dosage limits, exclusion of certain age groups, warn¬ 
ings about adverse drug reactions, etc., (see Appen¬ 
dix I, item 9.2). 

Likewise, if the drug has been withdrawn from 
any country, specially by a regulatory directive, such 
information would be furnished along with reasons 
and their relevance, if any, to India (see Appendix I, 
item 9.1(d). 

11. Marketing Information.—The product mono¬ 
graph should comprise the full prescribing informa¬ 
tion necessary to enable a physician to use the drug 
properly. It should include description, actions, indi¬ 
cations, dosage, precautions, warnings and adverse 
reactions. 

Tile drafts of label and carton texts should comply 
with provisions of rules 96 and 97 of the Drugs and 
Cosmetics Rules. 

[No. X-n0Iill|87-DMS & PFA] 
S. V. SUBRAM ANIYAN, Jt. Secy. 

Note :—The Drugs and Cosmatics Rules, 1945, as 
amended upto 1-5-1979, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Acts 
and the Rules (PDGRS 61). Subsequently 
the rules have been amended by the follow¬ 
ing nptifioations published in Part-II, Sec¬ 
tion 3(i) of the Gazette of India, namely :— 

1. GSR 1241 dated 6-10.1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 aafeS 6-10-1979, 
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4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-4-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 681(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 15-2-1982. 

14. GSR 462(E) dated 22-6-1982. 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 

20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dated 16-2-1985. 

22. GSR 788(E) dated 10,10-1985 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 


EXTRAORDINARY [Pari II— Sec. 3(i)] 

4. ANIMAL TOXICOLOGY (See Appendix IV and 

V) 

4.1 Summary. 

4.2 Acute Toxicity. 

4.3 Long term toxicity. 

4.4 Reproduction Studies. 

4.5 Local toxicity. 

4.6 Mutagenicity and carecinogenicity. 

5. HUMANjCLlNICAL PHARMACOLOGY 
(PHASE I) 

5.1 Summary. 

5.2 Specific pharmacological effects. 

5.3 General pharmacological effects. 

5.4 Pharmacokinetics; absorption, distribution, 
metabolism, exertion. 

6. EXPLORATORY CLINICAL TRIALS 
(PHASE II) 

6.1 Summary. 

6.2 Investigator wise reports. 

7. CONFIRMATORY CLINICAL TRIALS 
(PHASE III) 

7.1 Summary. 

7.2 Invcstigaterwise reports. 


APPENDIX I 

Data Required to be Submitted with application for 
permission to Market a New Drug 

1. INTRODUCTION 

A brief description of the drug and the thera¬ 
peutic class to which it belongs. 

2. CHEMICALS AND PHARMACEUTICAL 
INFORMATION 

2.1 Chemical name : code name or number, if 
any ; non-proprietary or generic name, if any ; struc¬ 
ture : physi-chemical proportion. 

2.2 Dosage form and its composition. 

2.3 Specifications of active ingredient and dosage 
form. 

2.4 Tests for identification of the active ingre¬ 
dient and method of its assay. 

2.5 Outlio© of the method of manufacture of the 
active ingredient. 

2.6 Stability data. 

3. ANIMAL PHARMACOLOGY 

3.1 Summary. 

3.2 Specific pharmacological actions. 

3.3 General pharmacological actions. 

3.4 Pharmacokinetics; absorption, distribution, 
metabolism, exertion. 


8. SPECIAL STUDIES 

8.1 Summary. 

8.2 Invcstigaterwise reports. 

9. REGULATORY STATUS IN OTHER COUN 
TRIES 

9.1 Countries where : 

(a) Marketed. 

(b) Approved. 

(c) Under trial, with Phase. 

(d) Withdrawn, if any, with reasons. 

9.2 Restrictions on use, if any, in countries where 
marketedjapproved. 

9.3 Free sale certificate from country of origin. 

10. MARKETING INFORMATION 

10.1 Proposed product monograph. 

10.2 Drafts of labels and cartons. 

10.3 Sample of pure drug substance, with testing 
protocol. 

Note : (1) All items may not be applicable to all 
drugs, for explanation, see text of guidelines. 

(2) For requirements of data to be submitted 
with application for clinical trials see tejit 
of guidelines and also Appendices II and 
III. 
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APPENDIX II 

Format for Submission of Clinical Trial Reports 

— Title of the trial. 

— Name of investigator and institution. 

— Objectives of the trial. 

— Design of study : open style-blind or double 
blind; non comparative or comparative, 
parallel group or crossover, 

— Number of patients, with criteria for selec¬ 
tion and exclusion, whether written, infor¬ 
med consent, was obtained. 

— Treatments given : drugs and dosage forms; 
dosage regimens ; method of allocation of 


patients to the treatments; method of veri¬ 
fying compliance, if any. 

— Observations made before, during and at 
the end of treatment, for efficacy and safety, 
with methods used. 

— Results, exclusions and dropouts, if any, 
with reasons, description of patients with 
initial comparability of group where appro¬ 
priate, clinical and laboratory observations 
on efficacy and safety ; adverse drug reac¬ 
tions. 

— Discussion of results ; relevance to objec¬ 
tives ; correlation with other reportsjdata, if 
any ; guidance for further study, if neces¬ 
sary. 

— Summary and conclusions. 
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APPENDIX III 


Animal Toxicity Requirements for Clinical Trials and Marketing of a New Drug 


Route of Administration 

Duration of Human Administra¬ 
tion 

Phase 

Longterm Toxicity Requirements 

i 

2 


3 4 


Single dose or several doses in 
one day 

I—HI MP 

2 sp; 2 wk 

Oral of Pcrenteral or 
Transdennal 

Lip to 2 wk 

1:11 

2 sp; up : to 4 wk 


III : MP 

2 sp : Upto 3 mo 



i; H 

2 sp : 4 wk 


Up to 3 mo 

III 

2 sp ; 3 mo 



MP 

2 sp : Up to 6 mo 



LIT 

2 sp; 3 mo 



1:11 

2 sp; 3 mo 


Over 3 mo 

in : MP 

2 sp : 6 mo 

Inhalation (general anesthetics) 


1:111 

MP 

4 sp : 5 d (3h/d) 

Aerosols 

Rcpoted or chronic use 

I:II 

t—2sp ; exp 


III 

1-2 sp:up to 6 wk 
(2 exp/d) 



MP 

1—2 sp:24 wk (2 exp/) 


Short term 

Or Long term Application 

i; II 

1 sp : single 24 exp;than 2 wk 
observation 

Dermal 

III:MP 

1 sp : number and duration of 
applications commehsurate 
with duration of use. < 



I : II 

Irritation test; graded doses 

Ocular or Otic Or Nasal 

Sigle or Multiple Applications 

III 

1 sp : 3 wk : daily applications 
as in clinical use. 



MP 

lsp : number and duration or 
of applications commensurate 
with duration of use. 

Vaginal or Rectal 

Single or Multiple applications 

i:II 

IU : MP 

1 sp : number and duration of 
applications commsurate with 
duration of use. 

Abbreviations : sp—species ; 

week ; day; h-hour; mo; month 




MP—Marketing Permissin : exp—exposure 

1, II. Ill—phases of clinical trial (see Appendix Ill, items 5—8) 

Note ; (1) Animal toxicity data available from other countries are acceptable and do not need to bs ripiiteJ/dupH 

cated in India. 

2) Requirements for fixed does combinations are given in Appendix VII. 
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APPENDIX—IV 

Number of Animals for long term Toxicity Studies 


Group 

2—6 weeks 



7—26 weeks 


Rodents 

(rats) 


Non¬ 

rodents 

(dogs) 

Rodents 

(rats) 

Non-rodents 

(dogs) 



M F 

M 

F 

M F 

M 

F 

Control . 

6—10 6—10 

2—3 

2—3 

15—30 15—30 

4—6 

4—6 

Low dose 

6—10 6—10 

2-3 

2—3 

15—30 15—30 

4—6 

4-.6 

Intermediate dose 

6—10 6—10 

2—3 

2—3 

15—30 15—30 

4—6 

4—6 

High dose 

6—10 6—10 

2—3 

2—3 

15—30 15 -30 

4—6 

4—6 
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APPENDIX V 

Patient consent form for Participation in a Phase I 
Clinical Trial 

Description of Project 

This clinical trial involves the study of a new 

.agent.in voluntcerslpatients 

suffering from. The drug which will be administered 
to volunteers(patients has been found to be safe in 
animal toxicity rests and other experimental data. 
The volunteers|patients will be required to undergo, 
if necessary, all routine examinations including tak¬ 
ing of X-ray, ECG, EEG etc. at intervals. The vol¬ 
unteers! patients may be asked to collect stool and 
urine, and there may be need to draw blood or any 
other body fluid on several occasions to test the 
effects or concentrations of the drug. The volunteers] 
patients are free to withdraw from the trial any 
stage. 

Authorisation 

I have read | been briefed on I he above project 
summary, and I voluntarily agree to participate in the 
project. I understand that participation in this study 
may or may not benefit me. Its general purpose, 
potential benefits, possible hazards, and inconvenien¬ 
ces have been explained to my satisfaction, I hereby 
give my consent for this treatment. 

Name of the volunteeij patient 

Signature or thumb impression 
of the volunteer|patieut 

Signature of chief investigator 
Date: 

Patient consent form for Participation in Phase IT and 
Phase III Clinical Trial 

I.exercising my free power ol choice, 

hereby give my consent to be included as a subject 

in the clinical trial of a new drug, namely. 

for the treatment o f .I understand that 

I may be treated with this drug for the disease, I am 
suffering from. I have been informed to my satisfac¬ 
tion by the attending physician the purpose of the 
clinical trial and the nature of drug treatment and 
follow up including the laboratory investigation to 
monitor and safeguard rr.y body functions. 

I am also aware of my right to opt out of the trial 
at any time during the course of the trial without 
having to give the reasons for doing so. 

Signature of the attending 
Physician 

Date : 

Signature of patient 
Date : 


APPENDIX VI 

Fixed dose combinations (FIX) fall into four 
groups and their data requirements very accordingly. 

(a) The first group of FDC includes those in 
which one of the active ingredients is annex 
drug. Such FDC are treated in the same 
way as any other new drug, both for clinical 
trials and for marketing permission (see 
Session 2, item (c) of guidelines), 

(b) The second group of FDC includes those in 
which active ingredients already approved] 
marketed individually are combined for the 
first time, and where the ingredients have 
significant pharmacodynamic actions 

For permission to carry out clinical trials with such 
FDC a summary of available pharmacological, toxi¬ 
cological, and clinical data on the individual ingre¬ 
dients should be submitted along, with the rationale 
for combining them in the proposed ratio. In addition, 
acute toxicity data (LD 50) and pharmacological data 
should be submitted in the individual ingredients as 
well as their combination in the proposed ratio. If 
clinical trials have been carried out with the FDC 
is marketed abroad, the regulatory status in other 
countries should be stated (see Appendix III, item 0). 

For marketing permission, the reports of clinical 
trials carried out with the FDC in India should be 
submitted. 

(c) The third group of FDC includes those 
which are already marketed but in which 
it is proposed either to change the ratio of 
active ingredients or to make a new thera¬ 
peutic claim. 


For such FDC, the appropriate rationale should be 
submitted to obtain a permission for clinical trials, 
and the reports of trials should be submitted to obtain 
a marketing permission. 

(d) The fourth group of FDC includes th'se 
whose individual active ingredients have 
been widely used for yevs, their con- 
comitent use if often necessary and no claim 
is proposed to be made other than conveni¬ 
ence, and a stable, acceptable dosage form. 
Examples are FDC of vitamins, minerals, 
digestive enzymes, antacids, nutritional pro¬ 
ducts, laxatives, analgesics, antidiarrhevals, 
hemotinics and topical preparations other 
than those containing steroids. 

No additional animal or human data arc generally 
ieqr.’red for those FDC, and marketing permission 
is usually granted if the FDC has an acceptable 
rationale. 
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